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NOTE: No laser light show or display device may vary from compliance with 21 CFR 1040.1 1(c) in design or use without the
—

approval of thk application in accordance with21 CFR 1010.4.——
INSTRUCTIONS

.

1
1. Check all applicable boxes and type or print the requested 3. Mail your application to the Hearing Clerk, Food and

information. Drug Administration, Room -1-65,5600 Fishers Lane.
2. Submit an original and four (4) copies. Rockville, MD 20857.

4. Enter Docket Number if assigned.
1.X.$\[lZOF COMP.ANY - Athletes in Action

—

L2. ADDRESS OF COMP.ANY (Include ZIP Code) - P.O. Box 588 Lebanon, OH 45036
—

3. XA~[E OF RESPONSIBLE PERSON 4. TELEPHONE NO. (Include area code)
—

5, DATE OF SUBMISS1ON

t

Les VanValkinburg ] (513) 933-2421 I March 8.1999
6. The applicant requews the variance to be in effect for a period of+ years from the date of issue and requests to manufacture

—
~ units under

this varrance. (In general the Agency will approve a varrance for only two years. If a longer perloci 1s requesred ajusnjcanon mus[ be atrached as pan

wofrhe a ~[jcarion,)

7. PRODUCT DESCRIPTION AND USE
—

~. LIST NrOfE .AFJD MODEL NUMBER(S)

Laser Fantasy International: l~~nbow I Projector & 2-1101
b. PRODUCT FOR WHICH .AVARIANCE IS REOUESTED

( ).+ L.ASER DISPLAY DEV’CE
( ).+ PROJECTOR FOR A LASER LIGHT SHOW

~ ) ~ L.=ER LIGHT SHOW
( ) OTHER (Spec@)

c, PRODUC I’ [S INTENDED FOR USE tN A
( ) PLrAFfET.lRILWt OR OTHER DOME PROJECTtON STRUCTURE

( ) DISCOTHEQUE OR NIGHT CLUB
( ) P.AWL1ON
(X) INDOOR ARXNA
(X) 0L7DOOR ARENA
( ) \u_mL-M
(X7 OLTDOOR ENCLOSE AREA
( ) OTHER (Spec@)

d. PRODUCT IS INTENDED TO BE USED

( ) .+T ONLY- ONE @xc@ LOCATION
m ) .J.T .l VARIETY OF (tour) LOCATIONS
( ) OTHER (Speczfi)

Infinity Beam System Nd:Yag
e. PRODL’CT IS INTESDED TO BE USED AT .LNY ONE LOCATION —

( ) MORE TH.MV 15 DAYS
( ) MORE THAN 5 BUT NOT MORE TH.kI 15 DAYS
(X3 LESS TH.&N 5 DAYS

f. TOLR IS INTENDED TO RUN FOR
(S) MORE THAii 6 MONTHS
( ) 1-6 MONTHS
( ) LESS TH.LOJ 1 MONTH
( ) NOT APPLICABLE (nor a tour)

( ) OTHER (Spec,fi)

g. PRODUCT LT17LLZESTHE FOLLOWING LASER EFFECTS
(X) FRONT SCREEN PROJECTIONS
( X ) REAR SCREEN PROJECTIONS
( ) HOLOGRAPHIC DISPLAYS
(X) MULTIPLE REFLECTIONS (mulfiple channel or difiacnon effecrs)

( ) AUDIENCE SCANNING
(X) REFLECTIONS FROM STATIONARY MIRROR(S) OR

MIRRORED SURYACES
( ) STATIONARY IFHL4DIATION OF ROTATING MIRROR BALL.(S)

OR OTHER MIRRORED SHAPES
( ) SCANNING IRRADIATION OF ROTATING MIRROR BALL(S)
(X) FIBER OPTIC PROJECTIONS
(X) FOG, SMOKE OR OTHER SCXITERING EFFECTS
( ) OTHER (.Specjjj

s. LASER RADIATION LEVELS

L.-\SER MEDIUM (Ar, He-Ne. etc. ) WAVELENGTHS (nni) PEilK POWER (Watis).—

Nd:Yag & Ar/Kr 532 & 457.9-647 2.5 Watts & 8 Watts

9. IF .-LVYLASER RADIATIONS PULSED OR SCANNED, GIVE THE PULSE DURATION AFJD RATE .MD SCANNING FREQUENCY AND
—

AMPLITUDE.

Both systems CW sca nning from 10k to 30k points per second

10. RX.-LSON FOR REQUESTING VARIANCE
—

( ) COMPLIANCE WITH THE LIMITS OR 21 CFR 1040.1 l(c) WOULD RESTRICT THE INTENDED USE OF THE PRODUCT
BEC.MJSE COMPLIAFJCE WOULD LIMIT THE OUTPUT POWER TO THE EXTENT THAT THE DESIRED EFFECTS WOULD NOT BE
SLTFICIENTLY VISIBLE

I (x) OTHER OR ADDITIONAL EXPLANATION ~Pecifi). Laser system has been purchased and is to be operated by a trained employee
of AthIetes in Action.

FOR\l FDA 3147 ( 10/79)

(/4?22i



11. \[r\SSI:R IS L\liICl{ I“r IS PROPOSLD TO E vm FROM ‘m REQLIREMENTS OF THE .WPLIC.-r- STANDARD

( X ) IT IS PROPOSED TO DEYI.ATE FRCIM THE PRO\’ISIONS OF 21 CFR 1040.1 1(c) IN THAT TIIE ACCE>>Lt3LE EMISS1ON LEVEL WOLID
EXCEED TIIE .\CCESS[BLE EY1ISS1ON LIY[fTS OF CLASS [OR CL.ASS [1

I ) IT IS PROPOSED TO DE\l.\TE FROM THE PROVISION OF 21 CFR 1040.1 I(C) AS FOLLOWS:
12, .WJY.ANTAGES TO BE DERIVED FROM SUCH DE W.ATIOX

( X ) L.-LSER LIGHT SHOW3 .-LYDDISPL.+l-S ARE ACCEPTED POPLrL.+R !JED[A IN EXTERTAIXhlENT AND THE ARTS. USE OF PowER LE\_ELS

b

IN EXCESS OF THE L1\[ITS IMPOSED BY 21 CFR 1040.11 (c)IS XECESSARY TO ACHIEVE. THE REQUIRED EFFECTS IN THESE MEDIA

( ) OTIHER OR ADDITION.U ADV.-LITAGES /descr~be and expkrin)

13, EXPL.lIN THE .ALTERX,iTE \ [EAXS OF RAD[.ATION PROTECTION TO BE PRO\_ID ED. (Check us many boxes, as apply. ~xpkmn any be-ret nor
checked using ‘additional sheen os necessa~. J“approprrare, srure ony orher means of rad:alion prorecnon [hat will be used}

I. ( X ) ALL [,.ASER PRODUCTS. SYSTE>fS ..CYD PROJECTORS WILL CO\[PLY WITH 2 I CFR 104010 FOR LASER PRODUCTS OF THEIR

CL.kSS ~@ec@ c[ass(m)) IV

b. ( X ) L.LSER .J...D COLL.-\TERlL RADI.ATIOX UE,W,URED WHERE THE .AUDIEXCE IS LOC.\TED. SHALL NOT EXCEED THE LIMITS OF
CL.ASS I DURfNG OPER.+TION (Includes rejlecr~onsfrotn [urgers and xaffer~ng rnarerrak).

c. ( X ) OPERATORS, PERFOfL\[ERS AND EMPLOYEES WILL BE ABLE TO PERFORM THEIR FLT4CTIONS WITHOUT THE NEED TO VIEW
LASER .kXD COLL.ATER+L. RADLATIOX IX’EXCESS OF THE LIMITS OF CL,ASS I AND WITHOLT BEING EYPOSED TO LASER
R.J.DI.ITION IN EXCESS OF THE LIMITS OF CLASS 11. HL%f.AN-ESPOSURE TO CLASS 111OR CLASS IV LEVELS OR RADIATION
SH.lLL XOT BE PER\[ITTED.

d. ( X ) SC,WOJING SERLTCES. NCLLTIING j[IRROR BALLS, WILL fNCORPOR.<TE A SC,LNFUNG SAFEGUARD TO PREVENT LASER
EklISSION [F SC.AY F.-ULURE OR OTHER F.lfLURE C.ALSING .1 CH.WGE fX EITHER SC/LY VELOCITY OR .AMPL.[TUDE WOULD
MSLZT fN lTOL.ATIOS OF ITEMS 13b OR 13c.

e. ( X ) WHEN LASER LIGHT SHOW’ OR DISPL.+YS ..lRE >’OT OPER.ATED .AT ALL TIMES UNDER THE DIRECT
COXTROL OF .-VWOPERATOR. LASER RMILATION LE\7SLS WILL NOT EXCEED THE LIMITS OF CL.ASS II .AT AINY POfNT
LESS TH.-W 6 METERS .-U30VE .-L?JYSLRF.+CE UPON WHICH .i PERSON f?i THE AUDIENCE 1S PERhlITTED TO STAND, OR

.J.T .A..Y- POINT LESS TH.AX’2.5 METERS ~ LATERAL SEP.MLITION FROLI OR BELOVv- ANV- POSITION WHERE .-! PERSON
IX THE .L\CDIENCE 1S PERMITTED DU~G THE PERFORM.kA’CE OR DLSPL,AY, A DESIGNATED PERSON(S) WELL BE RESPON-

SIBLE. .4T ALL TI\[ES DL.lI?JG THE SO\\r OR DISPLAY. FOR TEE IMMEDLAT’E TEIC\lfNATION OF LASER RADI.-4TION IN THE
E I_EXT OF EQLTPME\”T !.L+LFL?JCTIOX, .-IUDIEA’CE L_XRULNESS, OR OTHER UNSAFE CONDITIONS. ONTEOR MORE
RE.-LDILY ACCESSIBLE CONTROLS TO EFFECT IM~IEDLATE TER\IINATION OF LASER RU31ATION WILL BE PROVIDED FOR
THIS PCTWOSE.

I f. ( Y j \VHEN L.JSER LIGHT SHOW’S OR DISPL.IYS ARE OPER+TED .-lT ALL TIlfES UNDER THE DIRECT CONTROL OF .+
TRUED OPER.ATOR L.ASER RADIATIOX LE\_ELS WILL NOT EXCEED THE LIMITS OR CLASS [1 AT .42JY POINT LESS
TH.-LW3 METERS .ABO\_E .kNY SURFACE LTON WHICH A PERSON IN THE AUDIENCE IS PERMITTED TO STAND OR 2.5 METERS
fN L.ATER.AL SEP.-ULITTON FROM OR BELOW AM- POSITION WHERE A PERSON fN THE AUDIENCE IS PERkiITTED TO BE UNLESS
PHYSIC.lL BARRIERS RESTRICT ACCESS BY THE .lUDIENCE TO SUCH LE\_ELS. THE OPER+TOR WILL MAfNT.WN CONSTANT
SLRIT3[LLAPJCE OF THE L.-LSER DISPLAY .AVD IMMEDIATELY TER\[INATE EkfISSION OF LASER RADIATION IN THE EVENT OF
EQI ‘IP>fENT YfALFLXCTION. rU-JDfEXCE l_WRUf-,fNESS OR OTHER f,TJSAFE CONDITIONS,

.%(X> THE ~f~W~f~N1 LE~~LS OF LASER R-~fA~ON (oz~rpz~[power) WILL NOT EXCEED THOSE REQUfRED TO PERFOR’i’f THE
iXTENDED FUNCTIOX OF THE PRODUCT.

h. ( X ) WP.IITEN SET-UP, ALIGNMENT AND TEST PROCEDURES WILL BE PROV_fDED TO AND FOLLOWED BY THE OPERATOR OR
OTHER RESPONSIBLE PERSON PRIOR TO USE OF A LASER LIGHT SHOW .+T EACH LOCATION. THESE STEP-BY-STEP
PROCEDURES WILL BE DESIGNED SO THAT WHEN FOLLOWED, THE LASER LIGHT SHOW WILL COMPLY WITH THE
CONDITIONS OF THE .APPROVED V.AILLWCE. THE RESULTS OF THE REQUfRED TEST .&XD CHECKS WILL BE RECORDED
.AYD .4 COPY RET.LIN’ED WITH THE LIGHT SHOW BY THE OPERATOR OR OTHER RESPONSIBLE PERSON. THE RECORD
WILL INCLUDE (1) SKETCHES SHOWING THE LOCATION OF THE LASER PROJECTOR(S), OPERATOR, PERFOfLVfER(S),
ALT)lEXCE, BEA\f P.\THS, \-IEWING SCREEXS. WALLS. kfIRROR BALLS, .kND OTHER SURF.4CES THAT MAYBE STRUCK
BY- THE LASER BE.%\fS; (2) INFORMATION ON SCANNNG P.AlTERNS, VELOCITY AND FREQL~NCY; AND (3) LASER
RIDf.\TION LEVELS.

I i. ( X ) SET-UP, .-UJGNhf EN-T, CHECKOUT AND TESTING SH.lLL BE PERFOk\ fED USRNG THE MRIIvfUM LASER RAD[ATION
LEY_ELS NECESSARY,

j.(X) PROCEDURES WILL BE EST.ABLISHED ,-L24DFOLLOWED FOR THE WRflTEN NOTIFICATION OF APPROPIUATE FEDER.AI+
ST.+TE. .-UVDLOCAL AGENCIES OF THE ITINERARIES, OR .AFJYOTHER REQUfRED iNFORMATION, SPECIFICALLY, THE
FEDER.kL .AVfATION ADMINISTRATION (FAA) WfLL BE NOTIFIED fN ADV.4NCE OF SHOWS USfNG PROJECTIONS fNTO
THE SKY, STATE AFJD LOCAL RADIATION CONTROL OFFfCES WILL BE NOTIFIED fN ADVANCE OF ALL SHOWS WITHIN
THEIR RESPECTIVE JLTUSDICTIONS. (Lsts ofFederal and State ofices are avazlablej?om the Bureau of Radiological Health upon

I requefr.)



-. —_

14. ( Y.) THE BUREAU OF R.Ul[OLOGICAL HEALTH WILL BE NOTIFIED OF THE INTENDED PLACE AND DATE OF ASSEMBLY (tour
—

itinerary) OF EACH L.WER LIGHT SHOW TO BE GIVEN UNDER THE APPROVED VARIANCE .S SOON AS THE PLACE A?ND
DATE CAN BE DETERMINED BY THE APPLICANT. IN ADDITION, A DESCRIPTION OF EACH SHOW AND A LISTING OF ALL
EFFECTS TO BE UTILIZED [N EACH LOCATION, IN SUFFICIENT DETAIL TO CONFIRM COhlPLI&NCE WITH THE CONDITIONS
OF THE VARIANCE, WILL BE PROVIDED TO THE BUREAU OF RADIOLOGICAL HEALTH. THIS NOTIFICATION WILL BE SENT
TO THE DIRECTOR, DIVISION OF COhfPLLL.CE, HFX-400, BUREAU OF RADIOLOGICAL HEALTH, 5600 FISHERS LAiiE,
ROCKWLLE, MARYLAND 20857.

15 REMARKS
—

CERTIFICATION

I CERTIFY that all of the above information and statements are true, complete and correct to ti~~ of my knowledge and sckuowledge
—

that my v ce application maybe denied or my variance maybe revoked if this application is found to be false, misleadmg or incorrect
al way, I have submittetiwill submit all reports requiredby21 CFR 1002.10 and 1002.12 on the laser equipment and show(s). I

tlulher un d the I may be required by regulation or by the Director, Bureau of Radiological Health to supply such other information ht

—

~fic&r .x 6Q9J4 \o —.
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